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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1.3-7 and 10-20 is/are pending in the application. 
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5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 1.3-7 and 10-20 is/are rejected. 
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8) 0 Claim(s) are subject to restriction and/or election requirement. 
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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1. A request for continued examination under 37 CFR 1.114, including tlie fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office Action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed 4-22-09 
has been entered. 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office Action. 

3. Clams 1, 3-7, and 10-20 are presently pending. 

Response to Arguments 
Claim Rejections - 35 USC § 102 

4. The rejection of claims 1, 3-5, 7, 10-15, 17, and 19-20 under 35 U.S.C. 102(b) as 
being anticipated by Wolff are withdrawn in response to Applicant's arguments. 

Claim Rejections - 35 USC § 103 

5. Applicant's arguments with respect to claims 1, 3-7, and 10-20 have been 
considered but are moot in view of the new ground(s) of rejection. 

6. Claims 1, 3-7, and 10-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Wolff (WO200075164 A1), in view of Mathiowitz et al. (US 6248720) 
and Haines et al. (US6479464). 

7. WO 2000751 64 teach the following at page 7: 
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Poij'msrs Bfc used i>r dnjg deliv«i^f for a vsiim of diei^udc paiposes. FoljiBfirs 
h&\is aiso been ased is leseajch &r the delivcn' of nucbic adds: (poh-tsudeattdas. and 
oligQQ«^cI«oides) isj iwEs wiH, an, eventuaJ soal of proridii^ ther^cEidc processes. Such 
processes have been tennssJ g«ie therapy or anti-s^ns* iii.fi^y. One of seviSEai mefeod^i 
■of tittckic acid, delmry to tbf csik is the use of DNA-pol.ycs£i,oii compkxss. 1 im beea 
ihsmii dsM caSioaic protsiits like Msto-nes and protammes or mJlisetic poiyirtei^ like 
polylyaiae, polyaigiisme, poiyomitlim.c, DEAE dextraEt, polybnsne, and polyethyienimitte 
may ht e&otiYC ialuKeMalar deiivsE>' agfist* while small polycatioiis like :spBrffi:ine ai« 
lEe^fectR-e. Hts Mhmmg ^ some important piiticiples isivoiviiig the meclianism by wfaitJi 
polycatkms heim^ uptake of DNA; 

,Polyca£jons provide ajtaehmstit of IMA to flte cell siifesc. Ibft polymer Sinus a 
eross-iOfidge betwcca ti3.e pdyanionic au^dc adds aad i3ie polyaniosk sur&cies of the cells. 
A$ aresdt&e mBmn^dhaaism ofONA tmulocatioa ^ Ilis mtiacdlular^wBe might be 
non-^pedSc adsoijfiive eodEseytosss Tsiacii aaay be moaie e&ctive Ihea Iquid cudoCTtoMS or 
leceptor-msdaisd sadosykmin. FiotbcmiGfe, poljeatbns ars a conveiient iinkEi n ^^^tmg 
spedgc Ugands DNA aiui as lesuh, DMA- pol^esiioa ccnnpleiKes eas b« ^<it!»d to 
S|3aif6,c cell types.. 

At page 23 of this reference, compound delivery systems comprising polymers 
containing pH-labile groups are described as follows: 

In some preferred embcdinieiiSg of fise piessm iaventioc, nudek acids aie dehveied 
to by a polVmer complex coziuining a labiie b">«P, or groiips, litat andeigoei dwmtca! 
tisssfbrniadffii when exposed tctbe Sow pHsaviiramieid of an mdo Sttfh cotnplejiies 
provide isiproved wadsk acid iieE\-er>' s^vtema, as Utisy pOfvidt for efSoent deliverjr and 

S lofw toxidtj'. 

At page 25 of this reference biologically active compounds containing pH-labile 
bonds. Described in the following paragraphs on page 26 of the reference: 
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Hae inveatioii specifics compouuds of ths fdlossing geiseial gtaictuie: A-B-C wli&iain 
A is a bioksgieally acts^'e coffipsticd such as phamsfiaiitjcalsj dmgs, piBteins, jseptides, 
hoTmcffiEB, cytokines, g:i!2ym5.s and tiucleis asids Sttcii as :aiitt-^fefiSS, libozvme, fecomisinilig 
micleic aaids, md. esprsssed gsnes; B b a laisile iinkags that coaaias a pH-labie hoRi sacfa 
as aceMs, ketais, esaol eissis, end sstsrs, amides of 2,3-disMbstitoted maleamic adds, iimiiea„ 
immiiiiumis, examines, siJyl ethers, and siM enol etiiers; and C is a ^compisuad. In on® 
emfaodimasit C is a compound that mcdifi^ ths activity, fimctioji, deMvtiy, transpo;d;, ^elf- 
life, pbajmaa^inetics, blood diculatiGa time ia vivo> tissue and oigais taijettiag, and sab- 
ccitoiai taigetifflg of line bsoiogieally isctjvc compoxtnd A. For s?}cajnpks C can be a hydiqplsilic 
oompotEtd sticii as poijTtliyieBe glycol to iccrease tKs water sotobiHty of ngslativeijf 
hydrophobic dnigs ie.g, smphoisncm S) to improve tteir formuisdon mi deliveiji- 
piropeitks. In o&er emho^msts^ M kbtk Ik^cags that c^^ms i^-iabile boM audi as 
acetds, ketafs, «iol «jiters, enol 6St6i%, amides, imin^ imnumums, eBantiass, silyl etk^, 
and eti^ol e&ers.. 

Page 32 of this reference describes transfection reagents that mediate entry of 
oligonucleotides/polynucleotides into cells, this reference includes polyamines, and 
peptides such as membrane active compounds such as melittin described on page 38. 

The polymers of this reference also includes amphipathic polymers within the 
context of their delivery compounds, see page 37. 

Pages 51-52 of this reference describes the modification of amine functions in 
the polymers of the present invention with compounds such as can anhydride (such as 
maleic and succinic anhydride) to form an amide acid, this reference teaches that the 
product of succinic anhydride and a primary amine, reverses back to an amide and 
anhydride, this reaction is pH sensitive. Wolf et al. also teach that linker or spacer 
molecules can be used to conjugate passenger or carrier molecules to the amine 
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groups of the polymers of their invention. These molecules increase the transport and 
delivery of passenger molecules (page 52, lines 1-4). 

8. It would have been obvious to the ordinary skilled artisan at the time of the 
instant invention, to modify the nucleic acid delivery compounds of Wolff et al. to 
comprise a polyamine-polynucleotide conjugate linked via a labile covalent bond since 
this is clearly described at page 26 of Wolff et al. Furthermore, it would have been 
obvious to further modify this conjugate to comprise wherein the polyamide polymer 
further comprises conjugate passenger or carrier molecules linked by labile bond since 
these molecules are disclosed by Wolff et al. to increase the transport and delivery of 
the complex into cells, see page 52 of Wolff et al. 

9. However, Wolff does not teach the use of polyvinyl ether in their transfection 
complexes. Mathiowitz et al. teach that polyvinylethers are functionally equivalent 
polymers useful for the transfection of nucleic acid into cells. 

10. Wolff does not teach the use of paradaxin in their transfection complexes. 
Haines et al. teaches the use of the fusogenic amphipathic peptide sequence paradaxin 
as a ligand with serves to promote cellular uptake of nucleic acid by disrupting cellular 
membranes. 

11. It would have been obvious to the ordinary skilled artisan to modify the polymer 
portion of the transfection compounds of Wolff with the polymers of Mathiowitz et al. and 
Haines et al. since these references teach the usefulness of polymers such as 
polyvinylether (Mathiowitz et al.) and paradaxin (Haines et al.) in the transfection of 
nucleic acids into cells. Therefore, it would have been obvious to substitute art 
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recognized nucleic acid transfection polymers for the polymers described in Wolff since 
the prior art polymers are disclosed as functionally equivalent to those polymers 
described in Wolff. 

12. See MPEP § 2144.06 [R-6].ll., which describes the obviousness of 
"[S]UBSTITUTING EQUIVALENTS KNOWN FOR THE SAME PURPOSE: 

13. In order to rely on equivalence as a rationale supporting an obviousness 
rejection, the equivalency must be recognized in the prior art, and cannot be based on 
applicant's disclosure or the mere fact that the components at issue are functional or 
mechanical equivalents. In re Ruff, 256 F.2d 590, 118 USPQ 340 (CCPA 1958) (The 
mere fact that components are claimed as members of a Markush group cannot be 
relied upon to establish the equivalency of these components. However, an applicant's 
expressed recognition of an art-recognized or obvious equivalent may be used to refute 
an argument that such equivalency does not exist.); ** Smith v. Hayashi, 209 USPQ 754 
(Bd. of Pat. Inter. 1980) (The mere fact that phthalocyanine and selenium function as 
equivalent photoconductors in the claimed environment was not sufficient to establish 
that one would have been obvious over the other. However, there was evidence that 
both phthalocyanine and selenium were known photoconductors in the art of 
electrophotography. "This, in our view, presents strong evidence of obviousness in 
substituting one for the other in an electrophotographic environment as a 
photoconductor." 209 USPQ at 759.)." 
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14. Any inquiry concerning tliis communication or earlier communications from tlie 
examiner sliould be directed to Janet L. Epps-Smitli wlnose teleplione number is 571- 
272-0757. The examiner can normally be reached on M-F, 10:00 AM through 6:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on 571-272-0739. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (BBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Janet L. Epps-Smith/ 

Primary Examiner, Art Unit 1633 



